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DETAILED ACTION 

This office action is responsive to communication filed 7/31/2006. The status of 
the claims is as follows: claims 1-23 are pending, claims 9-14 are drawn to non-elected 
species and claims 1-8 and 15-23 are under current examination. 

Objection to Specification 

The disclosure is objected to because of the following informalities: the 
specification states that the amino acid sequence set forth in SEQ ID NO:2 is 98% 
identical to a sequence identified by the prior art reference Curtis et al (1992) while 
Example 4 of the instant specification states the two sequences are 100% homologous; 
this is both incongruent and misleading. Sequence alignment by the current Examiner 
shows that they are indeed 100% homologous. It is further noted that post art by the 
Inventors (Geijtenbeek et al, 2000) states that the sequence "proved 100% identical to 
the deduced amino acid sequence of the HIV-1 envelope glycoprotein gp120 binding C- 
type lectin (Curtis et al., 1992)" (see Results). 

Appropriate correction is required. 

Claim Rejections 
35 U.S.C. 112, 1 st paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1-8 and 15-23 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for at most and at best, a method 
of increasing some immune response by administering a compound that binds to 
DC-SIGN, does not reasonably provide enablement for this method to include all 
C-type lectins found on the surface of all dendritic cells. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make/use the invention commensurate in scope with these claims. 
Enablement is considered in view of the Wands factors (MPEP 21 64.01 (a)). 

Nature of the Invention. The claims are drawn to a method of increasing an 
immune response in human by administering a compound that binds any C-type lectin 
receptor on a dendritic cell, excluding DEC-205 receptor. 

State of the prior art. Curtis et al (1992) identified an HIV-1 envelope gp120 
binding protein in human placenta as a membrane-associated mannose binding 
receptor (C-type lectin). This protein is 100% homologous to the amino acid sequence 
set forth in SEQ ID NO:2 of the instant application. Further, Curtis et al showed that 
antibodies can block gp120 binding to the differentiation antigen CD-4 expressed on 
COS cells. This prior art reference suggests that because the affinity of the mannose- 
binding protein for gp120 exceeds that of CD4, lectin could play a therapeutic role in 
effectively competing for gp120 and viral binding on those cells that also express CD4. 
While Curtis et al (1992) showed that the homologous binding protein is found in the 
membranes of human placental cells, namely, macrophages, they do not specifically 
mention the expression of this protein in dendritic cells. For reasons of record, it is noted 
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that Applicants have shown that the DC-SIGN protein is "specifically expressed by DC" 
(dendritic cells, example 5). Thus, it is highly conceivable that proteins are the same 
both structurally and functionally. 

Breadth of the claims. The claims are extremely broad, encompassing any and 
all C-type lectins (except DEC-205) and any and all types of immune responses. The 
claims are not limited to a single lectin nor are they limited to specific immune 
responses. 

Working examples. The examples are limited to characterizing SIGN-DC, 
including its molecular weight, expression and its interaction with ICAM-3. It is further 
noted that the examples are not drawn towards an immune response in an animal. The 
working examples are based on data from cultured cells and the type of immune 
response based on this data is nebulous throughout the working examples. 

Guidance in the Specification. The specification provides little guidance in 
fulfilling the invention as so broadly claimed. The specification does not disclose the 
effect of any and all C-type lectins following binding of a compound. The guidance is 
based on theory and not actual data. 

Predictability of the Art. There is no way of knowing whether any and all C-type 
lectins would retain the same immunological effect following the binding of some 
compound in an animal, if the effect in an animal is even known. Further, the 
physiological art in general is acknowledged to be unpredictable (MPEP 2164.03). 

Amount of experimentation necessary. Besides the general expectation that it will 
require years of further research to fulfill the invention as broadly claimed, it would 
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require extensive research to understand the fundamental biology of the system. Much 
of the work is left for others to complete. 

For the reasons discussed above, it would require undue experimentation for one 
skilled in the art to use the claimed methods. 

35U.S.C. 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 8 and 23 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Eck et al (1999). The limitations of the claims are: 1) a method for increasing an 
immune response comprising administering a compound; 2) wherein the compound 
includes a plant lectin; and 3) wherein the compound generates an immune response 
against tumor cells. 

Eck et al teach that extracts containing lectins from mistletoe leaves are widely 
used for adjuvant therapy and immunostimulation. Further, this reference discloses 
insight into the mode of action of this cytotoxic plant protein on tumor and immune cells 
following administration to a subject (see introduction and discussion). Given that this 
reference meets the limitations above, these claims are rejected. 

Claims 1, 2, 4, 6, 7, 8 and 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Yan et al (1999). The limitations of the claims are: 1) a method for 
increasing an immune response comprising administering a compound to a mammal, 
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including a human; 2) wherein the compound includes a sugar; and 3) wherein the 
compound binds a cancer antigen and generates an immune response against tumor 
cells. 

Yan et al disclose a method in which administration of beta-glucan (or 
polysaccharide) induces tumoricidal activity in mice by binding to a lectin domain. 
Further, this reference teaches that the cell-mediated toxicity is regulated by tumor- 
specific Abs that target only tumor cells with iC3b receptors. Yan et al also disclose that 
beta-glucans are specific response modifiers and have been used in patients for tumor 
immunotherapy. 

CONCLUSION 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michelle Horning whose telephone number is 571-272- 
9036. The examiner can normally be reached on Monday-Friday, 8:30 am to 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for 
the organization where this application or proceeding is assigned is 570-272-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
unpublished application is available through Private PAIR only. For more information 
about PAIR system, see htt://pair-direct.uspto.gov. Should you have questions on 
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access to the Private PAIR system, contact the Electronic Business Center (EBC) at 
866-217-9197 (toll-free). 
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